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JMIPMiiM&OF IDWXH a“- i~m~ “ - . Public Health Sewice

WARIiING LETTER
VIA FACSIMILE
VIA FEDERALEXPI@S

“ Peter Klern
ChiefExecutiveOfficw
Diomedincorporated
1 DundeePark
Andover,Massachusetts 01810

- Re:biomed Lasers

Food and DrugAdministration
Cen!er for Detidesand

. Radiological Heafth
2098 GaitherRoad
RC)ckvnl(3,MD 20850

Dear Mr. Klein:

The Food and DrugA-
. .

.’on(FDA) has reviewed promotionalmaterialfor he DiomedDiode and
PhotodynamicTheiapyLawrsat’the websitebt@fl/@ww.di~W=m-@q. T&se produti tie deyhxs
as deilnedwitbrnthe medng of section201(h) of theFederal Fool Drug andCosmeticAct (the &t). -
For the re=ons dk-d below, the cl-that Di~ed, hc- (~~med) h= made ~ i~ Websiteh=
restdtecl in Themisbrtmdingand duhration of both of these devjck

The Diomedher has b-n chxre~.formarkefig Uder V~OUSprem-t notifhtb% Jnchding: .
. Diorned 15/30/60WSurgicalDiode L*r (KX2354},rntend@for we in ablation, hcisiou, e’xcisim,

coagulatbq andvaporhtion of soft tissue in openand eridoscopicsurgicalprocedures,incltidrng
contactand non-conta~ w for additionalsoft tissue applicationsof generalsurgay,
ophthamcdogy/oculopkmicsurgery,urology,gWr@nte$dogyjgynecology,otorhmolaryngology,
pulmomrykhomtic surgery,derrnatologylpl~c surgery, neurosurgery (coqgubtim only), and
orthopedicmlrgery;

. LaserLiteDiode SurgicalLaser (JWO142], intendedfor incisior&excision,vaporization ablation,
cutting,hemos~asisand coagtdationof soft tissue m dermatologyandplastic surgery,inclvding
aesthetic swge~ usesexpandedto incIudetreatmentofpigmentedand vascular lesionsincluding leg
Vt?~S(K91H090);
DioScan (LiteScan)ScanningHandpieceAccessory@990014J indicatedfbr incision,excision,
vaporization,ablation,cutting hemostasis,and coagulationof soft tissue in dermatologyand plm”c
surgery, includingWS’thf5tiC surgery and

. Al 00 Aestktic DiodeLaser (KOO0982),indicakd for irksion, excision,vaputizatio~ abl~”on,
cutting,bemostasj~ and coagulationof soil tissuem dermatologyandplastk surgery,inchding
aestheticsurgery,andtreatmentof pi~ented and vascular Hens rncludinglegveins.

The Centerfor 13evice~andRadiologicalHEahh(CDRH)has ~ted prenwkct approvalfor the Diomed
630 PDT laser,model XHJSA- ‘l%atdevicewas approveduudm PMA P990021for USeinPhotodynamic
TherapywithPHOTWW@.* a SOUmCof ativ~on of PHOTO~@ fo~ a)pal~ia~onof p~enrs with
compktcly obstructingesophagealcancer,or ofpatientswith parklly obstructingesophagtxdcancerwho,
in the optiion of Wr physicim cannotbe satisf=ttiy ~t~ witi ND:YAG laser thempYb) wduction
of obtiction and pdlition of symptomsm patients* compIeteIYw P@-al~Yob~~-ng
endobronchialnommall cdl lung cancer (I WCLC),andtreaticnt of mickhvasive endobronchialNSCLC
in patientsfor whom swg=y andmdiorherapyme not indicatd. Di~cd hx also submi~=JtOCDRH a
prernarketapplicationapproval(PMA)for its Diomed652PDT LW I althoughtiat devicehas not received
approvalat this time.
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As descriied below, the Diomed*ebsite is -tidally tichang~ fim thetikbsite W6iyiti~,ketiewe~ . “““ ‘ - ;
this piist hue. Ourhe4,2001 :leEefto Piomed adv~ed YOUof @eobjecibable “cl%nsorithe wcbsite at. “
that time. We sent a follow-upresponseto RiChd WaW@,Qurdi~ & Regd*~ Din@or, dated July 9,
zOOI, in which we noted thatw fouridtie mqjori~ of his responsesto om W@e!etterandDiomed’s “
comccdvemeasuresonaqxptable. We-indicatedthat your fhn~sprop&xf reniedi= did not btig your
website rnto compliance.Most c$dre correctiveactionsc@sist@of merelyadding “di$claimer”
statements itianatternpzto mndrme to promotethe devicesendhr u$esabsemtie requiredpremikqt
regulatmy revim.

Subs+uent to your.receipt of ourIettm Diornedsubrntied to th”eOffi& of &viceEvduation (ODE)a “ - . “
51111(k),KO12398,on July27, 2001; for Vmicckevein tre-ent- The 510(k)is a rmxiificatimiof your ““
pmiously clearedDiomedDiode laser- The 51OG)is requiredunderthe Cent&s reguktions at 21 CFR
807.81(a)(3)(i~bemuse the varicpie vein claimqresents a sig&lant modit%atkmb dmrntended use of
the product Althoughthis intende~tie has not receivedCkaranctg”thmatkrrmeium claimsthroughdtit” “ “
yom web sire for this indication. Dionwd’sUSwebsitehornepagestaIes,‘Major U.S. ,MediaOutlets
Feathni IXomed’sNew ~T Tre~ent for VaricoseVeius-”.Iqaddition ~ ?hk vicdtie heati~ the-site
still containstheAm%efklhy+s. Gvide. at-tide entitle@“DiomedPi6nm@EndoVen’~ Vticose Vein .
‘#k@iierit”and the Good ltlordn~,.kndcii (GMA) articlev?hich*6 dkctuws EVLT forvaricosevtim . “” . . ;
(Altlkmgh IXomed didnot make we claims in@ dcle, YOUm responsii!e”f~r’theStatemeht$in that yoti “ -”
havechosen tQprovide-theaitic16to,Your”m&m).Thin’* *O otk~@s?d@&’ *@ ~~’s tiI$:‘o ‘ ‘- .
EVLT f~ vaicose vein~.~”April 14,ZQ01, newsml=e entitkd ‘Diorned:sWLT Trt@mentCalled “.

‘innovativeTherapy’by Ieadim tradePut@tiom” ad a WY 18,~001,neya til=pe, ~ti~ed “DiOmW””
bmnchtis Litisrnm”onalWebsitu.WTheMay18i articlcixicludeithe”fdMWng-stiitemmt, ‘Diomed’snew - ““
EndoVenow Laser T~ea~ent, (EVL’f)for the trea~ent of tico~ vebs wEhwe DiQ~ed 810.hm
laser... ”.= The text is asttiskedto inditite bat tie ‘TW-T is menW@ocmdhg.through the approval o . .
process ad is not yet availabIe.n ~

.’

Your website also containsa linkto aNew’YoM Z@= article entit.kc$ ‘*ow, E@& Ways to.l?liminate
VaricoseVeins” A portion of tie text of MisdcIe sWm, “T’h~Iase.rhmnot y~ been cIemedby the Food
mdDrug Administration to treat varicosevehs, altioq$ ithas bear ~oved foqober puqqses~’ The
“Abou~Dioxmxf’ zmd‘Product ~og” links aJsoincludea s@&r h@nnissi]e Chhhi “Apptictions
such as a nmy minimally invasivetreatmentof varicosewins that is lesspainfhl and h= a fmter recove~
time:’

FDA’s regdationsat21 CFR 801-4 providethat tie intendeduse ofa deviceTefersto the objectiveintent of
the persons legallymspons~%~efm the ldehg of tie de~cc. The intent is d~t-rned by such persons’
expressionsor maybe shownby“circumstancessumotmdingthe distrlmtion of the @“cIe. This objective
htentmay be shownby, for example,labelingclaims,advdsrng matter,or oral or writtenstatementsby
suchpe=ons or their representatives It maybe shorn by the circ~cm that the @icle 1s,with the
knowIedgeof suchpersons or their representatives.offeredand used for apurpose for which it is neither
labelednor advertised. As uctd above,the promotionofyour hsers for the treatmentofendovenous
varicoseverns constitutesa major changeor mod.itic~”bnof its intendti use. As notd above, a major
changeor modi&@on m the intendeduse rV*S tie submissionof prem=ket notM@on, = ~vided in
the agency’sregulationsat21 CFR 807.81(a)(3)(iQ.

The failure of Diomedto submitthat requiredpremarketnotificationhas resulted in the midxanding and
adulterationof the DiomedDiodeLasem- The DiomedDiodeL-m aremisbmndedwithin the meaning
of section502(0) of the A@ in that a notice m otherhfonnation respectingthe modificationm tie
intendeduse of tie devicewas not providedto FDA =rquiredbysection510(k) oftbe Act and tie device
was not found to be substantkdIyequivalentto a predicate dew-ce.

The m“~ed Diode lasers qe also stilt-td wi~ti the meaningof section50) (Q(I)(B)because they are
class Ill devices,as definedby section513(f) of the A@ forwhich time are in effect neither approved
premarke~approvafapplicationsund= section5J5(a) of the Ad rimapprovedinvestigationaldevice
exemptionsundar motion520&) of the ati
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. . YO~.tib$ite.4 htip~w.~oin~-hsti-c~m is ~~ec~@@@u@~US ~kl.t~ YOMdQ@@ ~dj~~ c. :. . . . . .. ~.
for d&nesticsqles.Althoughtbe need fof delinemionbe~een initiation directedto-, dorn-”c ahd “., ..-

-.

Wirnatiomd audim= was d.iscmsedin ow prior comespondace, i.napprtpiate contenton the US portiop .
ofyour site remaihs.. In your ‘LProdu~catalog? bro$hvreha is a discussionof “lntemmtionaI
Radiology.” fi~. .*terisked niateriti in b-s brochurerefersthe readerto tie followingdisclaimti, %Jot
approvedfor this indicationin the US.” As we indicatedpreviously,the use of disckdme.rsdoes4ot cb.pnge
the chamcter.ofthe material is being a c]* for an uncle~ed or unapproveduse.

In a prior cmrmpindence, it was indicatedfiat some of the dis~slons regardingthe Off-1abeluse of
I)iomed’s laserwempresentedm abs&@sorpe=-mtiewedjo~d titles. Setioti 551-557Oftie Act .
establishthe leg.idtiework for the distriiW-onOfce~ ~es ofinfortnation beyond the scope”oftbe
intendedUS6of the IegalJjmark~ed devke; In cer@iPC_S@IXX% compmi@may di~hte+ in . “
responseto.a tiolicited reque~ Mbnnatioti con-g.off-lahl uses of legallytiqketed dm”ces. We
mfm you to sectioiw551-557of the Act and.to Pti 99 of FDA’s”rGWlations,as well as to the Agency’s
March 16,2000 FederalRegi*er notice,whichdescii%esFDA’sinterpretion of the role of those sections .
of the Act.andregulations. We considwrhepresentationon yow.websiteof the ofF-labeIixifonnationm“be
a changem the ~tended use of the clearedDiode laser. . .. . . . ..
N.]* is riot intendedto be an idl-kikive 1*.of dekci~ti~ associatedwith YOMdevice. Nis your
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&jo&biIity ~ -’adherence to eachtvq@qqneptoftie.Act andreguI@&mo11~ sp~cfic +iola&M ‘ ‘. . ; ~‘,:
noted in.kbis.lettermay alsobe reflectedm oihkr.~motjonal mateikdsused by ygur fimn. You are . .,.
re$onsible for”rnv&@ting andre’vicwhigallmawrkdsto ensure compliancewith applicablerelations.

.

You shouldtake prompt actionto Cornedfi* ~oI~i~s~ Fa~WEto ~om~ PromP@~=e violationsmw
resdtin regpkkmy a$xionbeing initiatid byFDA WithoutMm notice. Theseactions include,but arenot
Iimittxito, seizute, injunctionan~or civilmoneypenalties.

:
P&se noiify:ti Omw in titig, w~~ ’15wor~g days of $~ receiptof ~is le~~~ of *e SPwfic
stepsyou have tien to coirect the noted violations-Yo~ ie@otie shouldincludedeps taken to address
anymisleadinginform~on vdy in the md@d=e ~d.tb ~re+~t sircdlartiolaQons m tie m. If
cog.e@veaction”cannotbe completedwithin 15workingdaYs,state the reason for the delay @dthe time . “. .
wrtl& which&e correctionswi~ be GonipIetd o

Yourresponseshouldbe sent to Ms. PatriciaL. Jabnes,ConsumerSafetyOfficer,I%omgtiouand
AdvertisingPoIicySta&@?Z-300), Officeof Compliance,Centerfor Devicesand RadiologicalHealtb,
2098 Gakhti ~oad, Rockviile,Maryhmd 20850.

A copy of & Ietter is being sent to FWs NewEnglandDisticI Office. Plmse send a copyof yom
response to the Dktrict PirecToT, FoodandDmg Adminitition, New EnglandDistrict Office, t3ne
MontvaleAvenue,4* Floor, Stonelmn, Massachusetts.02180.

F@y, t@ ~otodymmic Thempylasers’sectionstill COntainscontentthat promotes devioes that have not
received clearance or approval. In a previous response$ you bdicaled that YOUcontinueto maintain such “
cont&t OPyour webske, b an attemptto solitit.yutmq for %ppropfiae uMPE program” which
woulduse yourlaserproducts-Youincludethefollowing“discl@ner#’m an attempt IOmitigatethe
promotiomdnature of their repres-tions.

“For researchuse ordy”
‘No FDA.approvab fo~investigational use OQhunwn subjects”
“TMSproduct is currentlyused h clinicaltrials in conJun*on with ANTIUN(motexafinIute@nn)
I@xtion for PhotoangioplastYfor treatmentof atherosclerosis,and with LUTXUNfm treatment of a variety
of cancers. It is the light sourcefor activatingtie drug. Cati”on:Investigationaldevice– Limitedby
FederalLawTOinvestigationaluse”
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IAStidkated priw;ousIy,we f~d ~ourke.ofsud disclbws rn~ffectiv~~d,agti we SUW@,ti~ YOW . ~ “ .~ ~
coimwtourDitisi6n of 13ioresemhMon~g at 301-594-4718to dkc~ the apprqriate scope @d
fotiat for ariydiscusion of clinbl trails and investigationaldei-ices.

.“

. .

Srncerelyyotis,

.-

LarrySpcarS /
ActingDirector .
~ce of Complitice
&nterfor Devices~d

Radiologbd Health
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